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§ 127.615 Fires.
In the marinetransferarea,the

operator shallensurethatthereareno
fireswhen thereis LNG present.

§ 127.617 Hotwork. -~

Theoperatorshall ensurethatno
personconductswelding. torchcutting.
or otherhotworkunlessthatpersonhas
a permit from theCOTP.

Subpart li—SecurIty

§ 127.701 Securtty on existingfacilities.
Theoperatorshall ensurethatany

securityprocedureandarrangementon
existingfacilities, thatwerein usewhen
LNG transferoperationswerelast
conducted,becontinuedand
maintained,orupgraded.wheneverLNG
transferoperationsareconducted.

§ 127.703 Accessto themarinetranster
area.

Theoperatorshall ensurethat—
(at Accessto themarinetransferarea

from the shoresideandthe watersideis
limited to—.

(1) Personnelwho work at thefacility
including personsassignedfor transfer
operations,vesselpersonnel,and
deliveryandservicepersonnelin the
courseof theirbusiness;

(23 CoastGuardpersonnel;and
(3) Otherpersonsauthorizedby the

operator;and
(b) No personis allowedinto the

marine transferareaunlessthatperson
is identifiedby a facility-issued
identificationcardor other
identificationcarddisplayinghis orher
photograph,or is anescortedvisitor
displayinganidentifying badge.

§ 127.705 SecurItysystems.
The operatorshall ensurethat

securitypatrolsof the marinetransfer
areaareconductedonceeveryhour,or
that amannedtelevisionmonitoring
systemis used,to detect—

(a)Unauthorizedpersonnel:
(b) Fires;and
(c) LNG releases.

§ 127.707 SecurIty personnel.
Theoperatorshallensurethatno

personis assignedsecuritypatrolduty
unlessthatpersonhasbeeninstructed
on securityviolation procedures.

§ 127.709 Protectiveenclosures.
Thefollowing mustbewithin afence

orwall thatpreventstrespassing:
(a) Impoundingspaces.
(b) Control roomsandstations.
(c) Electricalpowersources.

§ 127.711 CommunIcatIons.
Themarinetransferareamusthavea

meansof directcommunications

betweenthe securitypatrolandother
operatingor securitypersonnelonduty
onthefacility.

Dated:September3. 1987.

J.W. Kline,
RearAdmiral.U,S.CoastGuardChief.Office
ofMarine Safet;~Security and Environmental
Protection.
IFR Doc. 88—2231 Filed 2—4-88; 8:45 am)
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 799

IOPTS-420$4C;FRL-3325-1)

Commercial Hexane and
Methycyclopentane Test Rules

AGENCY: EnvironmentalProtection
Agency(EPA).
AC’nON: Final rule.

SUMMARY: Pursuantto section4(a)of the
Toxic SubstancesControlAct (TSCA).
EPA is issuingafinal testrulerequiring
manufacturersandprocessorsof
commercialhexaneto performtesting
for subchronictoxicity. oncogenicity.
reproductivetoxicity. developmental
toxicity, mutagencity.neurotoxicity.and
inhalationanddermalpharmacokinetics
andis terminatingrulemakingunder
TSCA section4(a) for subchronic
toxicity. neurotoxicity.andinhalation
anddermalpharrnacokineticstestingof
methylcyclopentane(MCP; CAS No. 96.-
37—7). Both actionsfollow EPA’s
proposedruleof May 15, 1986.

DATES: In accordancewith 40 CFR 23.5,
this ruleshall bepromulgatedfor
purposesof judicial reviewat 1 p.m.
eastern(“daylight” or “standard”as
appropriate)time onFebruary19. 1988.
Thisruleshall becomeeffectiveon
March21, 1988.Theincorporationby
referencein theruleis approvedby the
Directorof theFederalRegisterasof
March21, 1988.

FOR FURTHER INFORMATION CONTACT:
// EdwardA. Klein, Director,TSCA

AssistanceOffice (TS—799),Office of
Toxic Substances,Rm. E—543,401 M St..
SW.,Washington.DC 20460(202—554—
1404).
SUPPIIMENTARY INFORMATiON: EPA is
issuingafInal test ruleundersection
4(a)of TSCA to requirehealtheffects
testingof commercialhexane.This test
ruleis beingpromulgatedunder40CFR
799.2155.EPAalsois terminating
rulemakingundersection4(a)of TSCA
for MCP becauseEPA believestestingof
MCP is not necessaryat this time.

I. Introduction

A. TestRuleDevelopmentUnder TSCA

This documentis part of the cvera~
implementationof section4 of TSCA
(Pub.L 94—469,90Stat. 2003 etseq.;15
U.S.C.2601 etseq.).whichcontains
authorityfor EPAto require
developmentof datarelevantto
assessingtherisks to healthandthe
environmentposedby exposureto
particularchemicalsubstancesor
mixtures.

Under section4(a)of TSCA. EPAmust
requiretestingof achemicalsubstance
or mixtureto developappropriatehealth
orenvironmentaldataif the
Administratormakescertainfindingsas
describedin TSCA undersection4(a)(1)
(A) or (B). Detaileddiscussionsof the
statutorysection4 findingsareprovided
in theAgency’sfirst andsecond
proposedtestruleswhich were
publishedin the FederalRegisterof July
18, 1980 (45 FR 48524) andJune5. 1981
(46 FR30300).

B. RegulatoryHistor

As publishedin the FederalRegister
of May 21, 1985 (50FR 20930), the
InteragencyTestingCommittee(ITC)
designatedMCPfor priority
considerationfor healtheffectstesting.
including neurotoxicity.cardiotoxicity.
oncogenicity.genotoxicity.
teratogenicity.andreproductiveeffects.
TheAgencyrespondedto theITC’s
recommendationsfor MCP by publishing
in the FederalRegisterof May 15. 1986
(51 FR 17854) aproposedrule for
neurotoxicity(schedule-controlled
operantbehavior,neuropathology.
functionalobservationbattery.motor
activity, anddevelopmental
neurotoxicityscreen),subchronic
toxicity. andinhalationandderrnal
pharmacokinetics(absorption.
distribution,metabolism,andexcretion)
testingof MCP. TheAgencyalso
proposedacuteandsubchronictoxicity.
oncogeriicity.reproductivetoxicity.
developmentaltoxicity, mutagencity.
neurotoxicity(schedule-controlled
operantbehavior,neuropathology.
functionalobservationbattery,and
motor activity), andinhalation and
dermalpharmacokinetics(absorption.
distribution,metabolism,andexcertion3
testingfor commercialhexane.The
proposalcontainedinformation on
chemicalprofiles.production.uses,
humanexposure,andhealtheffectsof
MCPandcommercialhexane:discussed
ongoingtestingof n-hexaneandits
metabolites:discussedEPA’s TSCA
section4(a)findings; describedthe
proposedtests,the teststandards,and
the testsubstancesto beused;specified
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e. Developmentaltoxicity. API (Refs.
3 and4) commentedthatits single-
generationreproductiveeffectsstudyof
commercialhexane(Ref. 3. Att. I) hada
satelliteteratologycomponentin rats
which wasadequateto predictihe
developmentaltoxicity of commercial
hexane.EPA, however,believesthat
this studywasinadequateto assessthe
potentialdevelopmentaltoxicity of
commercialhexane(Ref. 13).Thestudy
wasinadequatebecausethehighest
doselevel failed to elicit significant
signsof maternaltoxicity. In addition.
only animalsin thecontrolandhighest
dosegroupswereanalyzed,and
restrictionsin samplesizeof pregnant
animalshamperedmeaningful
interpretationof results.EPA believes
thata well-conducteddevelopmental
toxicity studyin two species.suchas
ratsandrabbits,will provide needed
dataon commercialhexane’spotential
developmentaltoxicity andhasretained
theproposedrequirementfor a
developmentaltoxicity studyof
commercialhexane.

f. Mutagenicity.API (Refs.3 and4)
andExxon (Ref. 6) commentedthat the
dataareadequateto evaluatethe
genotoxicityof thecomponentsof
commercialhexaneandaretherefore
adequateto predictits potential
mutagenicity,andthat furthertesting
would provide nofurther information
andwould bea wasteof resources.
They furthercommentedthattheweight
of availableevidencesuggeststhat
commercialhexaneposesno risk for the
inductionof heritablegeneticeffects.

EPAconsidersthedatapresentedby
AIM (Ref. 3) assuggestiveof theeffects
anticipatedfor commercialhexanebut
not adequateto fully characterizeits
genotoxicity.Becausethecomponentsof
commercialhexanehaveundergone
only limited genotoxicitytestingand
becausethedatabaseis insufficientto
extrapolatefrom theindividual
componentsto thecommercialhexane
mixture.EPA disagreeswith industry
andhasretainedtheproposed
requirementfor mutagenicitytesting.

API (Ref. 3) requestedanadditional4
weeksto conductthein vivo
mutagenicitytestingbecauseof the
difficulty in administeringthe test
substanceby inhalationandan
additionalsix monthsto conductthe
pharmacokineticstestingbecauseof its
complexity.For upper-tiermutagenicity
testingtriggeredby lower-tiertest
resultsin particular,API requestedthat
the deadlinefor thefinal reportsbe
basedon the testtriggerdatesrather
thanon the effectivedateof thefinal
rule.

Sinceissuingtheproposal,EPA has
reviewedthe time periodsthat it will

specifyfor conductir~theeeihealth
effectstests.Forconsistencywith .the -

otherTSCA sectian-4findl testrules
recentlypromulgatedandpursuant’to
API’s request.theTmiLieporting
requirementshavebeen~modifiedto
allow additional timefnrccunducting:the
following tests:Salmonella-typhim.wthzm
assay—4additionalmunths..gene
mutationin mammaliansrellsin
culture—5additionalamuiths;in vit.~o
cytogeneticsassay—~aiiditionál
months;in vivacytogeneticsassa’y—47
additionalmonths;rodentxiominaflt
lethal assay—4additienaLmontha;
heritabletranslocalran.aseay—2
additional month;andsthedule—
controlledoperantbelmMior, fim~tiwial
observationbattery,muter t.ity, and
neuropathology—3.additi.onálmontlm.
Although anacutetest,1hefinal’~pm’t
of schedule-controlledoperant‘heheninr
hasbeeniacreaedtthTh,monthstto
coincidewith the finaLmports~Lthe3
subchronicneurotonililty tests.

EPA proposedaliered testing
approachto evaluatewhether
commercialhexaneéltsheritáble
genemutations.Posft~~esults~in
certainlower-tiertents‘would trigger~the
requirementfor conductingamouse
visible specificlocusfM~SL)~t~t.~lA
believesthattheM~Liisneeessa~,
whencertainlower-hertestsa~
positive,to establishdefinitively
whetherasubstanceis oapablexff
eliciting heritablegenemutations.Thrder
theapproachproposed,IEM’would
considerthepositive:zesiilts:inlower-
tier testsin apublic pwgramreview,
togetherwith otherre1e.ntinferm~tion,
duringwhichinterestedtpersuns~wau1d
beableto give theirviews-tothe
Agency.If. aftertheseukew,EPA
determinedthattheMWSLwas-still
appropriate.EPA would-notify theteel
sponsorsby letteror~FedeaalRegister
noticethatthey mustconductthet~LIf
EPA determinedthWtthettestwas:rm
longernecessary,~i~wouLd ~prqpose‘to
amendtheruleto deleteithe‘tent
requirement.

Thefinal testruleifnra~nmmercial
hexaneincludesrerpii~ementsto
conductthe lowerlfflrtestsfurgene
~fnutations.Howe r,~P~.aszrnt
promulgatingthePequiRementfur~the
MVSL for commercidlihexane-Httthis
time. EPAhadbats~prnposaI:te
requiretheMVSL, m;paitt. on
informationandassumptionsahrntt~1he
cost of conductingthe‘test and’the
availability of laboratoriesc~dhleaff
performingthetest.~Fheinformationand
assumptionshavesincepiu~ven:toihe
incorrect.Accordingly.EPA a.inihe
processof reexarnining~the~MV9L
requirementfor this~~tnilens~well~as
thosefor othercheut 1~aubstane~,ihi

particularEPA is reviewingwhetheran
laboratoriesareavailableto performth
MVSL for industry in accordancewith
theTSCA GoodLaboratoryPractice
Standardsat 40CFR Part 792 andthe
costof suchtesting.EPA is also
reviewingpossiblealternativeteststo
theMVSL for whichcostsmaybe lower
or laboratoryavailability maybemore
certain.

OnceEPAcompletesits evaluationof
this additional information.EPA will
publisha noticein the FederalRegister
concerningthe MVSL for commercial
hexaneandothersubstancessubjectto
TSCA section4 test rules.This notice
will provide up-to-dateinformationon
thecostof MVSL testing.availability of
laboratoriesto performthe MVSL. and
possiblealternativetests to theMVSL
togetherwith their costsandlaboratory
availability.Thenoticewill alsoaddres
EPA’s intentionsaboutanychangesto
theMVSL requirementsin thevarious
testrulesandwill provide an
opportunityfor publiccomment.If. after
this exercise,EPA concludesthatthe
MVSL is still appropriatefor commercis
hexane,EPA will amendthis final test
rulefor commercialhexaneto addthe
MVSL requirementswith any
appropriatemodifications.

Concerningupper-tiermutagenicity
tests triggeredby lower-tiertestresults.
EPA agreeswith API thatthedeadlines
for thefinal reportsshouldbebasedon
the triggerdatesratherthanon the
effective dateof the final rule. For
consistencywith otherTSCA section4
final test rules,the heritable
translocationassayis triggeredfrom th~
dateof notification thattestingis
requiredratherthan from theeffective
dateof thefinal rule. Public
participationin this programreview wit
bein theform of written public
commentsor a public meeting.Before
thelasttiermutagenicitytestingis to
begin,EPAwill hold apublic program
reviewif theresultsof theprevioustier
testsarepositive.If, afterreview of
public comment,no changein thetest
sequenceis deemednecessary.EPA wil
provideformalnotificationto the test
sponsorthatthefinal tier testsmustbe
conducted.If. however,EPA believes
thatadditional testingis no longer
warrantedasaresultof reviewof
earliertestresults,public comments,
scientificjudgment.andother
appropriatefactors,EPA will issuea
proposedamendmentto rescindthese
requirements.Referto the tablein Unit
IV.B. concerningotherreporting
requirementsfor commercialhexane
testing.

g. Neurotoxicitytesting.API (Refs 3
and4) andExxon(Ref. 6) commented
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thattherearesufficientdataon the
neurotoxicityof n-hexaneandother C.
hydrocarbonsto reasonablypredict the
neurotoxicpotentialof commercial
hexane.Theybelievethat the twoAPI
studiessubmittedby Phillips Petroleum
(Ref. 9. Atts. 11 andill) adequately
demonstratethatn-hexaneis theonly
neurotoxicC. hydrocarbon.

EPA disagreeswith API andExxon
thatthesestudiesadequatelyaddress
thepotentialneurotoxicityof
commercialhexane.In addition,EPA
believesthatthesestudiesdo not
providesufficientdatato quantitatively
predictthe risk of humanexposureto
commercialhexanebecauseit is
necessaryto testat themaximum
tolerateddoses(MTD) without
exceedingthelowerexplosivelimit of
commercialhexaneto determine
whetherC. hydrocarbonsotherthann-
hexaneareneurotoxicor potentiatethe
toxicity of n-hexane.

Consequently,EPAhasretainedthe
requirementfor neurotoxicitytesting.
Existing studiesneitheraddressthe
potentialneurotoxicityof commercial
hexanenorprovidesufficient datato
predicthumanrisk.

h. Phormocokinetics.API (Refs.3 and
4) commentedthatstudiesof n-hexane
in animalsandin humanshave
characterizedits absorption,
distribution,metabolism,andexcretion
andthatn-hexanedoesnot alterthe
pharmacokineticbehaviorof theother
C6 constituents.API alsostatedthat it
hasanongoingstudyin ratsto evaluate
theabsorptionof hydrocarbonvapors.
EPA disagreeswith API andbelieves
thatneitherexistingdatanorthe
ongoingAPI studywill be adequateto
characterizethe absorption.distribution,
metabolism,orexcretionof commercial
hexane.

However, following aninternal review
of theproposedpharinacokinetics
guideline.EPAdeterminedthatthere
weresectionswhichwouldpreclude
obtainingmeaningfuldata(e.g..the
absenceof intravenousdosing).
Consequently,EPAwill reproposea
revisedteststandardand reporting
requirementsfor inhalationanddermal
pharmacokineticsatalaterdate.

ConcerningAPVscommentsonthe
difficulty of conducting
pharmacokineticstestingof the
commercialhexanemixture,EPA agrees
with API thatisotopically labelingall
componentsof commercialhexane
would beburdensome.WhenEPA
reproposesnewmethodologyfor the
pharmacokineticsteststandard,it will
proposelabelingMCP in commercial
hexaneandseparatelylabelingn-
hexanein commercialhexaneas
suggestedby API (Ref. 3).

2. CommentS.Inaccurate
chórocterizationofproductionanduse
led to on undocumentedfindingof
significanthumanexposure to
commercialhexone. While API (Ref. 3)
recognizesthe information-gathering
functionof TSCAsection4. it
questionedthe accuracyof EPA’s
characterizationof commercialhexane’s
productionandusein theproposal.API
believesthattheAgency’s
characterizationof commercialhexane
neitherreflectscurrentmanufacturing
processesnoraccuratelydescribesthe
compositionof themajorityof current
commercial hexaneproducts.

EPA has evaluatedthe data submitted
by API andhasconcluded,nevertheless,
thattheremaybewidespreadexposure
to commercial hexanefrom its
productionanduses.EPA hasmade
reasonableassumptionsbasedon
standardengineeringprinciplesthat
humanesrposureto commercialhexane
will occurduringitsmanufacture,
processing,use,anddisposal.The
Agency’s assumptionsfor exposureto
commercialhexanewerebaseduponits
high volatility, high production,high
numberof potentiallyexposedworkers.
andpotentialconsumerexposure
throughpaintsandsolvents.TheAgency
believesthattheseassumptionssupport
afinding underTSCA section4(a)(1)(B)
thattheremaybesubstantialhuman
exposureto commercialhexane.

3. Comment:Informationon
commercialhexoneandsimilarC�
products,including MCP, makestesting
unnecessary.API (Ref. 3) and Exxon
(Ref. 6)believe thatEPA failed to
identify all relevantdataon C. isomers.
Exxon(Ref. 6) believesthatexisting
dataandexperiencewith C.-containing
substancesotherthancommercial
hexane,e.g..motorfuels, arerelevantto
determiningtheeffectsof human
exposureto C. isomers.Exxonfurther
contendsthatafull analysisof all C4exposuredatamayallow afinding that
exposureto C. isomersdoesnotpresent
an unreasonablehealthrisk.Exxonalso
claimedthatthedataon commercial
hexanearesufficientfor aquantitative
risk assessmentandthereforefor
regulatoryactionunderTSCA section6.
BecauseExxonbelievesthatEPA can
makeatthis time adeterminationthat
thereis no risk to human health or the
environment,it believesthatfurther
testingunderTSCA section4is
unwarrantedandrequeststhatthe
proposalbewithdrawn.

While theremaybe informationon
commercialhexaneandsimilar C.
products,EPAbelievesthatsuch
informationis inadequateto evaluate
thepotentialhealtheffectsfrom
exposureto commercialhexaneor

similar C. productsfor all but acute
effects,asdiscussedin Unit II.A.1
above.Otherendpointshavenot been
testedadequately.In addition, thetest
methodologiesspecifiedin this ruleare
moresensitiveandthe testsmore
refined thanwere thoseusedfor
existingstudies.EPA believesthat
additionaldataarenecessaryto
determinewhetherexposureto
commercialhexanedoesnot presentan
unreasonablerisk of injury to human
health.

B. Responseto IssuesRaisedin the
ProposedRule

1. issue:Howshouldcommercial
hexanebedefinedso as to determine
whois subjectto therule?EPA
proposedto testatypeof commercial
hexanewith thegreatestMC? contentto
whichhumansaremostlikely exposed
andat thesametime assumedthat this
materialwould berepresentativeof
commercialhexanesproducedby major
manufacturers.API (Refs.3 and18).
however,contendedthat this
characterizationneitherreflected
currentmanufacturingpracticesnor
appliedto a significantportion of
currentlyproducedcommercialhexanes.
Consequently,theAgencygrantedan
additional 60daysfor API andits
membercompaniesto developa more
representativedefinition of commercial
hexaneandto betterdetermine
manufacturersandprocessorssubjectto
therule. From theresultsof an API
surveyindicatingthatn-hexane
comprised40 to 86 liquid volumepercent
andMCP 5 to 15 liquid volume percent
of commercialhexanes,API (Ref. 3)
providedanalternativedefinition of
commercialhexane,developedby the
AmericanSocietyfor Testingand
Materials(ASTM), ASTM D 1836 (Ref.
16).

Accordingly,EPA hasrevisedthe
definition of commercialhexaneto
containaminimum of 40 ratherthan 50
liquid volumepercentn-hexaneanda
minimum of 5 liquid volume percent
MCP andotherwiseconform to the
specificationsprescribedin ASTM D
1836.API (Ref. 3) statedthat this revised
definition includesall identified
productsmanufacturedandusedas
commercialhexane.EPAinterpretsthis
to meanthatthereviseddefinition
includestheproductsproducedby all
knownmanufacturersandprocessorsof
commercialhexane.makingall of them
subjectto this testrule.

2. Issue:Whichsubstanceshouldbe
testedto characterizethetoxicityof
commercialhexone:commercialhexane
A or n-hexane-fteeC

6
isomers?EPA

proposedthatthetestsubstanceconsist
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of commercialhexaneA. or solvent
grade.derivedfrom thefractionationof
straight-rungasoline,consistingof no
more than64 liquid volumepercentn-
hexaneandno lessthan19 liquid
volumepercentMCP. TheA~ency
believedthatmaximizingtheMCP
contentof commercialhexanewould
providemoreusefultestdata.Pursuant
to commentsfrom API (Ref. 3). EPA has
deletedreferenceto the feedstockorigin
andthegradeof commercialhexanein
thefinal ruleanddefersto API’s
analysisthatcommercialhexanemade
accordingto the specificationsof ASTM
D 1836 is theoneto whichthereis the
greatestexposure.However,to assure
that the full potentialfor MCP’stoxicity
might beexpressed.EPAhasmodified
API’s recommendationby specifying
thatnot lessthan10 liquid volume
percentMCP bepresentin thetest
substance.TheAgencybelievesthat
this modificationwill accommodate
API’s concernsandyetwill representa
worst-caseexposureto MCP andC..
isomersotherthann-hexane.

3. Issue:Shouldthesubchronictest
standardsbemodifiedtofollow the22
hours/day,7days/week.6-month
(losing regimenoftheAPIandEganet
al. studies?Whencomparingthetoxicity
of n-hexanewith andwithout otherC.
isomers,Eganet al. (Ref. 23)andAPI
(Ref. 9. Atts. II andIII) usedadosing
regimenof 22 hours/day,7 days/week
for 6 months.When determiningthe
subchronictoxicity of n-hexanein rats,
Cavenderet al. (Ref. 24) of theChemical
IndustryInstituteof Technology(CIIT)
used6 hours/day.5 days/weekfor 6
months.The NationalToxicology
Program(NTP) currentlyis usinga
dosingregimenof 6hours/day,5 days/
weekfor 6monthsto determinethe
subchronictoxicity of n-hexanein mice.
Unlessanticipatingexposureof humans
to asubstanceis continuous,under
TSCA section4. EPA typically specifies
adosingregimenof 6hours/day,5
days/weekfor a90-dayperiodin a
subchronictoxicity test.Becauseof the
differencesin dosingregimens,EPA
requestedcommenton whetherthe
dosingregimenshouldbeincreased
from 6hours/dayfor 5days/weekto 22
hours/dayfor 7 days/week.

At thepublic meeting,Bus (Ref. 5). in
discussingthe importanceof durationof
daily exposureto studydesign,stated
thatfor compounzlssuchasn-hexane,
22-hourperdayratherthan6-hourper
dayexposuredurationsgive amore
rapidonsetat lowerexposure
concentrations.

TheAgencyhasstudiedthese
commentsbut disagreesthatthe
durationof exposureshouldbe

increasedfor subchronictoxicity testing
of commercialhexanefor several
reasons.First, continuousinhalation
exposuredesignsdo not approximate
conditionsof humanexposureto
commercialhexaneandthereforedo not
adequatelydefinethresholdlevelsof
toxicity underexpectedexposure
conditions.Comparedto 6-hourperday,
5-dayperweekexposures,continuous
exposureexperimentsuseanexposure
scenarionot comparableto either
workplaceor consumerexposures.
Second.theprotocolrequiredby the
Agency is designedto mimic worker
exposure,thepopulationmostlikely to
beexposedto commercialhexane.
Third, theresultsfrom thestudywould
becomparableto thosefromother
subchronictestingrequiredunderTSCA
section4 by EPA for chemicalsin the
workplace.Chemicalsprimarily foundin
thehomeor otherinstitutionsin which
humansmaybe continuouslyexposed
would serveas bettercandidatesfor the
continuousexposureregimen.Finally,
continuousexposuresdo not permita
recoveryperiod, potentiallyoverloading
metabolicsystems.

An additional commenton the
exposureregimenusedin existing
studieswasprovidedby Wood(Ref. 25).
Woodraisedconcernsthattherecould
havebeenflaws in theexposure
generationmethodsusedby Eganet al.
(Ref.23) resultingin lower actualdoses
thanspecifiedin theexperimental
design.Woodcontendsthatbecauseof
potentialvariationsin exposure
concentrations,Eganet al. were
probablyunsuccessfulin maintaining
thesustainedexposurelevelsnecessary
for theidentificationof neurotoxicity
comparableto thatproducedbyn-
hexane.

Consequently,becausethe
compositionof the atmosphere
containingthetest substancecould
change,the Agencyrecommendsthat
therebe sufficientmonitoringof the
concentrationsof thetestsubstanceand
its componentsto ensurethatthe
compositionof theatmosphere
containingthetestsubstanceandits
componentsdo not varysignificantly
throughouttheexposureperiodof each
test.

III. Decisionto TerminateRulemaking
for HealthEffectsTestingof MCP

UnderTSCA section4(a),EPAhad
proposedto requiretestingof MCP.
AlthoughisolatedMCPhasnot been
sold in theU.S. since1982 (Ref. 9), the
proposalnotedthatMCP is asubstantial
componentof varioushexane-containing
refinerystreamsandproductswhose
manufacture,processinganduseresult
in extensive,albeitindirect,exposureof

workers,consumers,andthe general
population.EPA alsorecognizedthat
MCP wasisolatedin thepastandcoul
beisolatedeitheratpresentor in the
future.In addition, the Agency’s
proposedfindingsfor healtheffects
testingof MCPwerebasedupon
positivehazardevidenceto supporta
“may presentanunreasonablerisk”
finding undersection4(a)(1)(A) for
neurotoxicity(nervefunctional deficits
andsubchronictoxicity (riephrotoxicit~
aswell aspotentialexposureof 38,000
workersto MCP. Furthermore,in an
EPAsurvey,MCP wasdetectedin
breastmilk samples.However,becaus~
atthis time MCP is not isolatedand
becauseall currentexposureresults
fromexposureto mixturescontaining
MCP, the Agencybelievesthattesting
MCP asadiscretesubstanceis
unnecessaryandis terminating
rulemakingunderTSCA section4(a)at
this time.

TheAgencyreachedthis decision
afterreevaluatingexisting datain
conjunctionwith commentsfrom
industryin responseto theproposed
rule. Consequently,theAgencyhas
decidedto terminaterulemakingon the
healtheffectstestingof MCPfor the
following reasons:

1.MCP currentlyis not isolated;it is
not manufacturedfor directsales;and
its productionasadiscretesubstance
hasnot beenreportedundertheTSCA
InventoryUpdateRule (Ref. 17).
Furthermore,from industry’scomme~th
on theproposedtestrule, the Agency
doesnotanticipateanyfuture isolated
productionof MCP.

2. Thereis a naphthastream
consistingof benzeneand60 to 80
percentMCP that is usedto make
cyclohexane.Although theremaybe th~
potentialfor greaterexposureto MCP h
virtueof its greatercontentin the
naphthastreamcomparedto its conter.l
in commercialhexane,the processis
limited to onemanufacturerwith on!y a
few potentiallyexposedworkers.
Furthermore,this patentedprocessis
not expectedto proliferateto other
manufacturersafterexpirationof the
patentin 12 years.

3. Becauseexposureto MCPalmost
alwaysinvolves exposureto otherC6isomers,andbecausethehighestMCP
concentrationto whichworkersand
consumersaretypicallyexposedis in
commercialhexane,EPA agreeswith
industry commentsthatcommercial
hexaneis amoreappropriatetest
substancethanMCP. EPA believesthat
it is betterfirst to testcommercial
hexaneratherthaneachof its C.
componentsindividually. If health
effectsarepositive for commercia
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hexane.thenEPAmayconsidertesting
theC. componentsindividually.
IV. Final TestRulefor Commercial
Hexane

A. Findings
EPA is basingits final healtheffects

testingrequirementsfor commercial
hexaneon the authorityof section
4(a)(1)(B)of TSCA.

Undersection4(a)tIIIB), EPAfinds
thatcommercialhexaneis producedin
substantialquantitiesandthatthereis
or maybesubstantialhumanexposure
from its manufacture,processing,
distributionin commerce,anduse.
Approximately500 million poundsof
commercialhexanewere produced in
1985(Ref. 26). In addition,accordingto
the NationalOccupationalExposure
Surveyof 1985(NOES),83,000workers
areestimatedto haveactualexposureto
hexanesolvents.Of these,12,576are
women(Ref. 19). Commercialhexanes
areusedas componentsof lacquers,
printing inks, andadhesives,andas
seedoil extractants(Ref. 2). Such uses
mayresultin widespreadexposureto
workersandconsumers.

WhileEPA believesthattheremaybe
substantialhumanexposure~, C.
hydrocarbonsin gasoline,EPA is not
consideringexposureto theC. fraction
throughexposureto gasolineaspartof
its basis for finding substantialhuman

exposureto commercialhexane.The
Agencybelievesthatexposures
associatedwith themanufactureand
processingof commercialhexanesand
useof solventscontainingsignificant
concentrationsof Csisomersprovide
sufficientbasisfor afinding of
substantialhumanexposurefor
commercialhexaneunderTSCA section
4(a)(1)(B)(i).

In the proposedrule,the Agency
requestedcommentsasto whetherthere
existedstudiesin thepublishedand
unpublishedliteraturethatwould
adequatelydescribethepotentialhealth
effectsof commercialhexane.EPA’s
initial evaluationhadindicatedthat
therewereinadequatedata to predict
commercialhexane’sacuteand
subchronictoxicities,oncogenicity,
reproductive toxicity, developmental
toxicity.mutagenicity.neurotoxicity,
andpharmacokineticsin humans
exposedfromits manufacture.
processingdistributionin commerce.
anduse.

To determinetheadequacyof health
effectsdataon commercialhexane.EPA
revieweddatasubmittedin responseto
theproposalby API (Refs. 3 and4) and
by Exxon (Ref. 6) aswell asdatafrom
thescientificliterature.Consequently.
EPAfinds thattherearesufficientdata
by inhalation exposureto reasonably
determineorpredicttheacuteeffectsof

humanexposure.o commercialhexane
resultingfrom its manufacture,
processing,distributionin commerce.
anduse.Therefore,theAgencyhas
concludedthatthereis noneedto
requireacutetoxicity testingof
commercialhexane.However,EPA
finds thatthereareinsufficient datato
reasonablydetermineor predictthe
subchronictoxicity, theoncogenicity.
thereproductivetoxicity, the
developmentaltoxicity, the
mutagenicity,theneurotoxicity,andthe
pharmacokineticsin humansexposedto
commercialhexanefrom its
manufacture,processing.distribution in
commerce,anduse.EPAbelievesthat
thedataresultingfrom thesetest
requirementswill berelevantto a
determinationthatthemanufacture,
processing,distributionin commerce.
anduseof commercialhexanedoesor
doesnot presentanunreasonablerisk of
injury to human health. For these
reasons,EPAfinds thattesting is
necessaryto developsuchdata.

B. RequiredTesting,TestStandards.
andReportingRequirements

Onthebasisof thesefindings, the
Agencyis requitingthathealtheffects
testingbe conductedfor commercial
hexanein accordancewith specific test
guidelinessetforth in 40 CFRPart 798 as
enumeratedin the following table.

REQUIRED TESTING, TEST STANDARDS, AND REPORTING REQUIREMENTS FOR COMMERCIAL HEXANE

Test 40 CFR
citation

I Number
deadhr~ of interim
for final (c-mo)
repofl

2
regucred

ChroniC ~OA~Y~SUbC)WOqI.C *IaIatIOn tOx~Ctty .,.,.,,.,..,,.

Gt’tron,ctoio~tjcOncogenscity -.

Sr3ec’mcorgan/beau.toxicity - ,..

Reporductionand teftility effects...._ ..

Inhalationde’~e4opITieritaIbadly -

Genetictoxicity ...... ......_. - - ..

GeneMutations: ~. .. .. -

Safrr~e8s8pftitr.ssini .,... ..... — ,,

7952450 15
§ 798.3300 I
~798 4700 29
§ 798.4350 12

I

p798.5265
§ 798.5300
~798.5275

8
17
24

Mammaliancellsin cuttise -

Drosophila sex-linkedrecessive lethal ..

Q~orno~Abensilb’~
h~V28D cylogenellcs....._ ..._...... .. .. .. § 798.5375

§ 798.5385
§ 798.5450
§ 798.5460
§ 798.6500

9
19
28
25
15

0
3
4
4
2

2
2
2

In .nv cytoqenetics....... ....... -. ..

Dominant lethalassay.... ..,... .. ,:
Heritable translocationassay ..~ .. -

Acute neurotoxicitySctiadqje-contyclledopecaMbehavior .. —

iIetso~ .~ - -

FunctionalObservationbattery -

Motor activity .. - . ..
Neuropathology ....,. ,. ,.

§ 798.6050 I 15
§798.6200 15
§ 798.6400 15

‘As mo~fiedEt §7992155.
2 Numberof monthsaftertheeffectivedateof the finalrule. exceptesmdicated.
2 Figure indicatesthe reportingdeadline,in months,calculatedfrom th, dateof notification of the test sponsorby certified letter or FEOERA~REGISTER notice

that. following piiolic programreview of aS of the then existing datafor commericalhexan.,the Agency hasdetermined thatthe required testing mustbepertormed.

Revisionsto theseguidelineswere
proposedin theFederalRegisterof
January14. 1986 (51 FR 1522) andwere

promulgatedin theFederalRegisterof
May 20, 1987 (52 FR19058).

TheAgencyis requiringthat the
above-referencedTSCA healtheffects

testguidelinesbethetest standardsfor
thepurposesof therequiredtestsfor.
commercialhexane.TheTSCA test
guidelinesfor healtheffectstesting

I
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specifygenerallyacceptedminimum
conditionsfor determiningthehealth
effectsof substanceslike commercial
hexaneto whichhumansareexpected
to beexposed.TheAgencybelievesthat
thesetest methodsreflectthecurrent
state-of-the-artscienceandminimum
requirementsfor theconductof these
tests.However,becauseof thehigh
volatility andexplosivepropertiesof
commercialhexaneandbecausehuman
exposureoccursprimarily by inhalation,
EPA is requiringchemical-specific
modificationsto all of therequiredtest
methodsthattakeinto accountthese
factors.

All datadevelopedunderthis rule
mustbereportedin accordancewith
TSCA GoodLaboratoryPractice(GLP)
Standardswhichappearin 40 CFR Part
792.

In accordancewith 40CFR Part 790
undersingle-phaserulemaking
procedures,test sponsorsare requiredto
submitindividual studyplansat least45
daysbeforetheinitiation of eachtest.

EPA is requiredby TSCA section
4(bfll)(C) to specifythe time period
duringwhichpersonssubjectto atest
rule mustsubmittestdata.The rule
specifiesthe reportingrequirementsfor
eachof therequiredteststandardsfor
commercialhexane.Interim progress
reportsfor certainstudiesmust be
providedto the Agencyat 6-month
intervalsasindicatedin theruleuntil
the final reporthasbeensubmittedto
EPA.

TSCA section14(b)governsAgency
disclosureof all testdatasubmitted
pursuantto section4 of TSCA. Upon
receiptof datarequiredby thisrule, the
Agencywill publishanoticeof receipt
in the FederalRegisterasrequiredby
section4(d).

Personswho exportachemical
substanceor mixturewhichis subjectto
asection4 testrule aresubjectto the
exportreportingrequirementsof section
12(b)of TSCA. Final regulations
interpretingtherequirementsof section
12(b)arein 40CFRPart707.In brief, as
of theeffectivedateof this testrule, an
exporterof commercialhexanemust
reportto EPA the first exportor
intendedexportof commercialhexane
to a particularcountry in a calendar
year.EPA will notify the foreigncountry
concerningthetest rulefor thechemicaL

C. TestSubstance
Concerningthedefinition of

commercialhexaneso asto determine
who is subjectto therule, therule
definescommercialhexaneas
containingaminimum of 40 liquid
volumepercentn-hexane,aminimum of
5 liquid volumepercentMCP, and
otherwiseconformingto the

specificationsprescribedin ASTM D
1836.Therequirementthatcommercial
hexanecontainat least5 liquid volume
percentMCPremainsthesameasin the
proposedrulebecauseAPI’s survey
indicatedcommercialhexanescurrently
producedcontainatleast5 liquid
volumepercentMCP. This definition
determineswhichmanufacturersand
processorsaresubjectto the rule.

Concerningthe compositionof the
actualtest substance,EPA is specifying
thatthe testsubstancecontainno more
than40 liquid volume percentn-hexane,
no lessthan 10 liquid volume percent
MCP. andotherwiseconformto the
specificationsprescribedin ASTM D
1836.EPA believesthatthe commercial
hexanebeingtestedshould bedefined
in this mannerto assurethatthefull
potential for MCPtoxicity maybe
expressed.In addition,sucha test
substancewill besimilar to the test
materialusedin API’s single-generation
inhalationreproductiveeffectsstudy
(Ref. 3, Att. I). By specifyinga
commercialhexanetestsubstancewith
no morethan40 percentn-hexaneand
no lessthan10percentMCP. EPA
believesthatthetestsubstancewill
representa worst-caseexposureto MCP
andC6 isomersotherthann-hexaneand
provide acomplementto existingdata
on n-hexane.

D. PersonsRequiredto Test
Section4(b)(3)(B)specifiesthatthe

activities for whichEPA makessection
4(a) findings(manufacture,processing.
distributionin commerce,use,and/or
disposal)determinewho bearsthe
responsibilityfor testinga chemical.
Manufacturersandpersonswho intend
to manufacturethechemicalare
requiredto testif the findingsarebased
on manufacturing(“manufacture”is
definedin section3(7) of TSCA to
include“import”). Processorsand
personswhointendto processthe
chemicalarerequiredto testif the
findingsarebasedon processing.
Manufacturersandprocessorsand
personswho intendto manufactureand
processthechemicalarerequiredto test
if theexposuregiving riseto the
potentialrisk occurduring distribution
in commerce,use,or disposalof the
chemical.

BecauseEPA hasfoundthat
manufacturing.processing.distribution
in commerce,anduseof commercial
hexanegive riseto exposurethatmay
leadto an unreasonablerisk, persons
who manufactureorprocess,or who
intendto manufactureor process,
commercialhexane,otherthanasan
impurity,at anytime from the effective
dateof thefinal testruleto theendof
thereimbursementperiodaresubjectto

the testingrequirementsc~ntainedin
this final rule. Theendof the
reimbursementperiodwill be5 years
afterthelastreportis submittedor an
amountof time equal to that whichwas
requiredto developdata,if morethan ~
yearsafterthe submissionof thelast
final reportrequiredunderthe testruti’.

BecauseTSCA containsprovisionsto
avoidduplicativetesting.not every
personsubjectto this rule must
individually conducttesting.Section
4(b)(3)(A) of TSCA providesthatEPA
maypermit two ormore manufacturers
or processorswho aresubjectto the rule
to designateonesuchpersonor a
qualifiedthird personto conductthc’
testsandsubmitdataon their behalf.
Section4(c) providesthatany person
requiredto testmay applyto EPA for art
exemptionfrom therequiremenl.EPA
promulgatedproceduresfor applying for
TSCA section4(c) exemptionsin 40 CFR
Part790.

Manufacturers(includingimportersl
subjectto this rulearerequiredto
submiteithera letterof intent to
performtestingoran exemption
applicationwithin 30 daysafter the
effectivedateof thefinal testrule. The
requiredproceduresfor submittingsuch
lettersandapplicationsaredescribedin
40 CFR Part790. Although EPA hasnut
identifiedany individualswho
manufacturecommercialhexaneas a
byproduct.suchpersonswill besubject
to the requirementsof this test rule.

Processorssubjectto this rule, unless
theyarealso manufacturers,will not be
requiredto submitlettersof intentor
exemptionapplications,or to conduct
testing.unlessmanufacturersfail to
submitnoticesof intent to test o: later
fail to sponsortherequiredtests.The
Agencyexpectsthatthe manufacturer:~
will passan appropriateportion of th~
costsof testingon to processorsthrou~t
the pricingof their productsor
reimbursementmechanisms.If
manufacturersperformall therequired
tests,processorswill begranted
exemptionsautomatically.If
manufacturersfail to submitnoticesof
intent to testor fail to sponsorall the
requiredtests,theAgencywill publish a
separatenoticein theFederalRegister
to notify processorsto respond:this
procedureis describedin 40 CFR Part
790.

EPA is not requiringthesubmissionof
equivalencedataas aconditionfor
exemptionfrom therequiredtestingfor
commercialhexane.As notedin Unit
II.B.. EPA is requiringaspecific type of
commercialhexanefor testingand
believesthattestingsucha substance
will allow reasonablepredictionof the
potentialof variouscommercialhexane
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productsto causetheeffectsto be
studied.Forthepurposesof this rule,
EPA assumesthatall commercial
hexanesareequivalentto the
commercialhexanetestsubstance.

Manufacturersandprocessorssubject
to this testrulemustcomplywith the
testruledevelopmentandexemption
proceduresin 40 CFR Part790 for single-
phaserulemaking.

E. EnforvernentProvisions

TheAgencyconsidersfailure to
comply with anyaspectof asection4
ruleto beaviolation of section15 of
TSCA. Section15(1)of TSCA makesit
unlawful for anypersonto fail or refuse
to comply with anyruleor orderissued
undersection4. Section15(3) of TSCA
makesit unlawfulfor anypersonto fail
or refuseto: (1) Establishormaintain
records,(2) submitreports,notices,or
otherinformation,or (3) permitaccessto
or copyingof recordsrequiredby TSCA
or anyregulationor ruleissuedunder
TSCA.

Additionally,TSCA section15(4)
makesit unlawful for anypersonto fail
or refuseto permitentry or inspectionas
requiredby TSCAsection11. Section11
appliesto any“establishment,facility.
or otherpremisesin whichchemical
substancesor mixturesare
manufactured,processed.stored..orheld
beforeor aftertheir distributionin
commerce* * *“ TheAgencyconsiders
a testingfacility to be aplacewherethe
chemicalis heldor storedand,
therefore,subjectto inspection.
Laboratoryinspectionsanddataaudits
will be conductedperiodicallyin
accordancewith theauthority and
proceduresoutlinedin TSCA section11
by duly designatedrepresentativesof
theEPA for thepurposeof determining
compliancewith thefinal rulefor
commercialhexane.Theseinspections
maybe conductedfor purposeswhich
includeverification thattestinghas
begun,schedulesarebeingmet, and
reportsaccuratelyreflecttheunderlying
raw data,interpretations,and
evaluations,andtodetermine
compliancewith TSCA CL? standards
andthe test standardsestablishedin the
rule.

EPA’s authority to inspecta testing
facility alsoderivesfrom section4(b)(1)
of TSCA,whichdirectsEPAto
promulgatestandardsfor the
developmentof test data.These
standardsaredefinedin section3(12)(B)
of TSCA to includethoserequirements
necessaryto assurethatdatadeveloped
undertestingrulesarereliableand~
adequate,andto includesuchother
requirementsasarenecessaryto
providesuchassurance.TheAgency

maintainsthat laboratoryinspections
arenecessaryto providethis assurance.

Violatorsof TSCA aresubjectto
criminalandcivil liability. Personswho
submitmateriallymisleadingor false
informationin connectionwith the
requirementof anyprovision of this rule
maybesubjectto penaltieswhichmay
becalculatedasif theyneversubmitted
theirdata.Underthepenaltyprovisions
of section16 of TSCA, anypersonwho
violatessection15of TSCA couldbe
subjectto a civil penaltyof upto $25,000
for eachviolationwith eachdayof
operationin violation constitutinga
separateviolation. This provisionwould
be applicableprimarily to
manufacturersthatfail to submit aletter
of intentor anexemptionrequestand
thatcontinuemanufacturingafterthe
deadlinesfor suchsubmissions.This
provisionwould alsoapply to
processorsthatfail to submitaletterof
intentor an exemptionapplicationand
continueprocessingaftertheAgency
hasnotifiedthemof their obligationto
submitsuchdocuments(see40 CFR
790.28(b)).Knowing or willful violations
couldleadto theimpositionof criminal
penaltiesof up to $25,000for eachdayof
violation andimprisonmentfor up to I
year.In determiningtheamountof
penalty,EPA will takeinto accountthe
seriousnessof theviolation andthe
degreeof culpability of theviolatoras
well asall theotherfactorslistedin
TSCA section16. Otherremediesare
availableto EPA undersection17 of
TSCA. suchas seekingan injunctionto
restrainviolationsof TSCA section4.

Individualsaswell ascorporations
couldbesubjectto enforcementactions.
Sections15 and16of TSCA applyto
“any person”who violatesprovisionsof
TSCA. EPA may.at its discretion.
proceedagainstindividualsaswell as
companiesthemselves.In particular.
this includesindividualswho report
falseinformationor whocauseit to be
reported.In addition,the submissionof
false.fictitious, or fraudulentstatements
is aviolation under18 U.S.C.1001.

~V.EconomicAnalysisof Final Rule
To assessthe economicimpactof this

rule. EPA haspreparedaneconomic
analysis(Ref. 28) thatevaluatesthe
potentialfor significanteconomic
impactson theindustry asaresultof the
requiredtesting.Theeconomicanalysis
estimatesthecostsof conductingthe
requiredtestingandevaluatesthe
potentialfor significantadverse
economicimpactasa resultof thesetest
costsby examiningfour market
characteristicsof commercialhexane:
(1) Pricesensitivityof demand;(2)
industrycost charactertistics;(3)
industrystructure;and(4) market

expectations.Becausetherewasnot any
indicationof adverseimpact.no further
economicanalysiswasperformed.
However,hadthefirst level of analysis
indicateda potentialfor significant
economicimpact.amorecomprehensive
anddetailedanalysiswould havebeen
conductedto morepreciselypredict the
magnitudeanddistributionof the
expectedimpact.

Testingcosts for thefinal rulefor
commercialhexaneareestimatedto
rangefrom$2.2to $2.9million. To
predictthefinancialdecision-making
practicesof manufacturingfirms, these
costshavebeenannualized.Annualized
costsarecomparedwith annualrevenue
asanindicationof potentialimpact.The
annualizedcostsrepresentequivalent
constantcostswhichwould haveto be
recoupedeachyearof thepayback
periodin orderto financethetesting
expenditurein the first year.

Theannualizedtestcosts(usinga cost
of capitalof 7 percentoveraperiodof
15 years)rangefrom $250,000to
$320,000.Basedon 1985 productionof
480 million pounds.the unit testcosts
rar~cfrom$0.0005to $00007perpound.
In relation to theselling price of $0.20
perpoundfor commercialhexane.these
costsareequivalentto 0.26to 0.33
percentof price.

Basedon thesecostsandtheusesof
commercialhexane,the economic
analysisindicatesthatthe potentialfor
significantadverseeconomicimpactas
aresultof this test ruleis low.This
conclusionis basedon thefollowing
observations:

1. Theestimatedunit test costsare
low.0.33 percentof thecurrentprice in
theupper-boundcase.

2. Theoveralldemandfor commercial
hexaneappearsrelativelyinelasticwith
respectto pricein all of its majoruses.

Referto the economicanalysisfor a
completediscussionof test cost
estimationandthe potential for
economicimpactresultingfrom these
costs.

VI. Availability of TestFacilities-and
Personnel

Section4(b)(1)of TSCA requiresEPA
to consider“ * * the reasonably
foreseeableavailability of thefacilities
andpersonnelneededto performthe
testingrequiredunderthe rule.”
Therefore,EPA conductedastudyto
assesstheavailability of testfacilities
andpersonnelto handlethe additional
demandfor testingservicescreatedby
section4testrules.Copiesof the study,
ChemicalTestingIndustry: Profileof
ToxicologicalTesting.canbeobtained
throughthe NationalTechnical
InformationService(NTIS). 5285 Port



RoyalRoad,Springfield.VA 22161(PB
82—140773).

AIHC (Ref. 10)commentedthatthe
Agencydid not adequatelyaddressin
the proposaltheavailability offacilities
or personnelto conductthe
neurotoxicitytestingrequiredby this
rule. EPA hasreviewedthe availability
of contractlaboratoryfacilities to
conducttheneurotoxicitytesting
requirements(Ref. 20)andbelievesthat
facilitieswill be madeavailablefor
conductingthesetests.Thelaboratory
review indicatesthat few laboratories
arecurrentlyconductingthesetests
accordingto TSCA testguidelinesand
TSCA GLP standards.However,the
barriersfacedby testinglaboratoriesto
gear-upfor thesebarriersarenot
formidable.Laboratorieswill haveto
invest in testingequipmentand
personneltraining,but EPAbelieves
that theseinvestmentswill berecovered
astheneurotoxicitytestingprogram
under‘I’SCA section4 continues.EPA’s
expectationsof laboratoryavailability
were borneout underthetesting
requirementsof the C. aromatic
hydrocarbonfractiontestrule(50 FR
20675; May17,1985).Pursuantto that
rule, themanufacturerswereableto
contractwith a laboratoryto conduct
the testingaccordingto TSCA test
guidelinesandTSCACLI’ standards.

VII. Rulemaking Record

EPA hasestablishedarecordfor this
rulemaking.(docketnumberOPTS—
42084C).This recordcontainsthe basic
informationconsideredby theAgencyin
developingthis rule and appropriate
FederalRegisternotices.

This recordincludesthefollowing
information:

A. SupportingDocumentation

(1) FederalRec~isternoticespertainingto
thisrule consistingof:

(a)NoticecontainingtheITC designation
of MCI’ to thePrionty List (50FR 20930 May
21. 1985).

(b) RulesrequiringTSCA section8(a) and
8(d) reportingon MCP (50FR 20909 May 21.
1985).

(c) Noti~poffinal rule onEPA’sTSCA
GoodLaboratoryPracticeStandards(48FR
53922; November29. 1983).

(d) Noticeof interim final ruleon single.
phasetest rule developmentandexemption
procedures(50FR 20652;May 17.1985).

fe)Notice of final ruleon data
reimbursementpolicyandprocedures(48FR
31786:july 11. 1983).

(f) Notice ofproposedrule on TSCAtest
quidelinesrevisions(51FR 1522: January14.
1986).

(gj Notice of final rulerevisingTSCA test
guidelines(52FR 19056:May 20, 1987).

(h) Noticeof EPA’s proposedtestrule on
MCI’ andcommercialhexane(51 FR 17854;
May 15, 1986).

(I) Notice of correctionsto theproposed
rule (51 FR23440 June27. 1988).

(j) Noticeofextensionof commentperiod
on theproposedrule (51 FR 26170;July 21.
1986).

(k) Noticeof EPA’s final rule on the C.
aromatichydrocarbonfraction(50 FR 20662
May 17, 1985).

(2) Supportdocumentsconsistingof:
(a) Technicalsupportdocumentfor

proposedrule.
(b) EconomicimpactanalysisofNPRM for

MCI’ andcommercialhexane.
(31 TSCA testguidelinescitedastest

standardsfor this rule.
(4) Communicationsconsistingof:
(a)Written publiccommentsandletters.
(b) Contactreportsof telephone

conversations.
(5) Reports—publishedandunpublished

factualmaterials,including: ChemicalTesting
Industry:Profileof ToxicologicalTesting
(October1981).
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Therecordis availablefor inspection
from 8 a.m.to 4 p.m..Mondaythrough
Friday.exceptlegalholidays,in Rm.
NE-G004,401 M St.. SW.. Washington,
DC 20480. -

VIII. OtherRegulatoryRequirements

A. Executive Order 12291

UnderExecutiveOrder12291.EPA
must judgewhethera rule is “Major”
andthereforesubjectto therequirement
of a RegulatoryImpactAnalysis.EPA
hasdeterminedthatthis testrule is not
majorbecauseit doesnot meetanyof
thecriteriasetforth in section1(b)of
theOrder.i.e., it will not haveanannual
effecton the economyof at least$100
million, will not causeamajorincrease
in costsor prices,andwill not havea
significantadverseeffecton competition
or the ability of US enterprisesto
competewith foreignenterprises.The
economicanalysisof thetestingof
commercialhexaneis discussedin Unit
V.

This rulewassubmittedto the Office
of ManagementandBudget (0MB) for
reviewas requiredby ExecutiveOrder
12291.Any written commentsfrom 0MB
to EPA, andanyEPA responseto those
comments,areincludedin the
rulemakingrecord.

B. RegulatoryFlexibilityAct

Underthe RegulatoryFlexibility Act
(15 U.S.C.601 etseq..Pub. L. 96—354.
September19, 1980),EPA is certifying
that this test rulewill nothavea
significant impacton a substantial
numberof smallbusinessesbecause:(1)
Theyarenot likely to perform testing
themselves,or to participatein the
organizationof thetestingeffort; (2) they
will experierceonly very minor costs.if
any. in secui.ngexemptionfrom testing
requirements.and(3) theyareunlikely
to beaffectedby reimbursement
requirements.

C. PaperworkReductionAct

0MB hasapprovedtheinformation
collectionrequirementscontainedin this
final ruleundertheprovisionsof the
PaperworkReductionAct of 1980(44
U.S.C.3501 et seq..Pub. L. 96-511.
December11, 1980).andhasassigned
0MB control number2070—0033.

List of Subjectsin 40 CFR Part799

Chemicals.Environmentalprotection,
Hazardoussubstances,Incorporationby
reference,Laboratories.Recordkeeping
andreportingrequirements.Testing.

Dated:January28. 1988.
J.A. Moore,
AssistantAdministratorforPesticidesand
ToxicSubstances.

Therefore.40CFR Part 799 is
amendedasfollows:

PART 799—4AMENDEDJ
1. Theauthority citation for Part 799

continuesto readas follows:

Authority: 15 U.S.C.2603. 2611. 2625.

2. By adding § 799.2155to readas
follows:

§ 799.2155 COtnITIerCIsIhexane.
(a) Identificationoftestsubstance.(1)

‘Commercialhexane.”for purposesof
this section,is aproductobtainedfrom
crudeoil, naturalgasliquids,or
petroleumrefineryprocessingin
accordancewith theAmericanSociety
for TestingandMaterialsDesignationD
1836—83EASTM D 1836). consists
primarily of six-carbonalkanesor
cycloalkanes.andcontainsatleast40
liquid volumepercentn-hexane(CAS
No. 110—54—3) andatleast5 liquid
volumepercentmethylcyclopentane
(MCP; CAS No. 96-37—7).ASTM D 1836,
formallyentitled “Standard
Specificationfor CommercialHexanes,”
is publishedin 1986AnnualBook of
ASTMStandards:PetroleumProdutts
andLubricants.ASTM D 1836—83,pp.
966—967.1986. is incorporatedby
reference,andis availablefor public
inspectionat theOffice of theFederal
Register.Room.8301.1100L StreetNW..
Washington.DC.This incorporationby
referencewasapprovedby theDirector
of theOffice of theFederalRegisterin
accordancewith 5 U,S.C.522(a)and1
CFR Part 51. This materialis
incorporatedasit existson thedateof
approval,anda noticeof any changein
this materialwill bepublishedin the
FederalRegister.Copiesof the
incorporatedmaterialmaybeobtained
from the DocumentControl Officer(TS—
793). Office of Toxic Substances,EPA.
Room.NE—G004. 401 M StreetSW..
Washington.DC 20460.

(2)Thecommercialhexanetest
substance,for purposesof this section,
is aproductwhichconformsto the
specificationsof ASTM D 1836and
containsno more than40 liquid volume
percentn-hexaneandno lessthan10
liquid volumepercentMCI’.

(b) Personsrequired to submitstudy
plans,conducttests,andsubmitdata.
All personswho manufacture(including
import) or processor intendto
manufactureorprocesscommercial
hexane,asdefinedin paragraph(a)(1)of
this sectionandorderthanasan
impurity, from theeffectivedateof the

final rule to theend of the
reimbursementperiodshall submit
lettersof intent to conducttesting.
submit studyplans.conducttestsin
accordancewith Part792of this chapter.
andsubmit data,or submitexemption
applications,as specifiedin this section.
SubpartA of this part,andPart 790 of
this chapterfor single-phaserulemaking.
Personswho manufacturecommercial
hexaneasa byproductarecoveredby
the requirementsof this section.

(c) HealthetTectstesting—(1)
Subchronicinhalationtoxicitv—(I)
Requiredtesting. (A) A subchronic
inhalation toxicity test shall be
conductedwith commercialhexanein
accordancewith § 798.2450of this
chapterexceptfor theprovisionsin
paragraphs(d)(4)(ii) and (5) of
§ 798.2450..

(B) For thepurposesof this section.
thefollowing provisionsalso apply:

(2) High doselevel.Thehighest
concentrationshouldresult in toxic
effectsbut neitherproduceanincidence
of fatalitieswhichwould preventa
meaningfulevaluationnorexceedthe
lowerexplosive limit of commercial
hexane.

(2) Exposureconditions.Animals shall
bedosedfor 6 hours/day.5 days/week
for 90 days.

(ii) Reportingrequirements.(A) The
subchrorticinhalationtoxicity test shall
be completedandthefinal report
submittedto EPA within 15 monthsof
theeffective dateof the final rule.

(B) Interim progressreportsshall be
submittedto EPA for the subchronic
inhalationtoxcity test at6-month
intervalsbeginning6monthsafterthe
effectivedateof the final rule, until the
final reportis submittedto EPA.

(2) Oncogenicity—(i)Requiredtesting.
(A) An oncogenicitytestshall be
conductedwith commercialhexanein
accordancewith § 798.3300of this
chapterexceptfor the provisionsin
paragraphs(bJ(3)(ii) and(6) of
§ 798.3300.

(B) For the purposesof this section,
the following provisionsalsoapply:

(1) High doselevel. Thehigh dose
level shouldelicit signsof minimal
toxicity without substantiallyaltering
thenormal life spanandshouldnot
exceedthe lowerexplosivelimit of
commercialhexane.

(2) Administrationof testsubstoncc.
Animalsshall beexposedto commercial
hexaneby inhalation.

(ii) Reporting requirements. (A) The
oncogenicitytestshall becompletedand
thefinal reportsubmittedto EPA within
53 monthsof the effectivedateof the
final rule.I
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(B) Interim progressreportsshall be
submittedto EPA for theoncogenicity
test at6-month intervalsbeginning6
monthsaftertheeffectivedateof the
final rule, until thefinal reportis
submittedto EPA. -.

(3) Reproductionandfertility
effects.—(i)Requiredtesting. (A) A
reproductionandfertility effectstest
shall be conductedwith commercial
hexanein accordancewith § 798.4700of
this chapterexceptfor theprovisionsin
paragraphs(c)(3)(ii) and(5) of
§ 798.4700.

(B) Forthepurposesof this section,
the following provisionsalsoapply:

(1) High doseleveLThehighestdose
level should inducetoxicity butnot high
levelsof mortality in theparental(P)
animals.In addition,thehighestdose
level shouldnot exceedthelower
explosivelimit of commercialhexane,

(2) Administrationoftestsubstance.
Animalsshall be exposedto commercial
hexaneby inhalation,

(ii) Reportingrequirements.(A) The
reproductionandfertility effectstest
shall becompletedandthefinal report
submittedto EPA within 29monthsof
theeffectivedateof thefinal rule,

(B) Interim progressreportsshallbe
submittedto EPA for thereproduction
andfertility effectstestat6-month
intervalsbeginning6 monthsafterthe
effective dateof thefinal rule, until the
final report is submittedto EPA.

(4) Inhalationdevelopmental
toxicity—{i) Requiredtesting. (A) An
inhalationdevelopmentaltoxicity test
shall be conductedwith commercial
hexanein accordancewith § 795.4350of
this chapterexceptfor theprovisionsin
paragraph(e)(3)(iv) of § 798.4350.

(B) Forthe purposesof this section,
thefollowing provisionsalsoapply:

(1) High doselevel.Unlesslimited by
thephysical/chemicalnatureor
biological propertiesof thetest
substance,thehighestconcentration
level shall inducesomeovertmaternal
toxicity suchasreducedbodyweightor
body weightgain,butnot morethan10
percentmaternaldeaths,In addition,the
highestdoselevel shouldnotexceedthe
lower explosivelimit ofcommercial
hexane,

(2) [Reserved]
(ii) Reportingrequirements.(A) The

inhalation developmentaltoxicity test
shall becompletedandthe final report
submittedto EPAwithin 12monthsof
theeffectivedateof thefinal rule.

(B) Interim progressreportsshall be
submittedto EPA for theinhalation
developmentaltoxicity testat 6-month
intervalsbeginning6monthsafterthe
effectivedateof thefinal rule, until the
final reportis submittedto EPA.

(5) Mut.ageniceffects—gene
mutations—{i)Requiredtesting.(A)(1) A
Salmonellatyphimuriumreverse
mutationassayshall beconductedwith
commercialhexanein accordancewith
§ 798.5265of this chapterexceptfor the
provisionsin paragraphs(d)(4)and(e)
of § 798.5265,

(2)For thepurposesof thissection.
the following provisionsalso apply:

(i) Metabolicactivation.Bacteria
shall beexposedto commercialhexane
both in thepresenceandabsenceof an
appropriatemetabolicactivation
system.

(ii) Testperformance.Theassayshall
beperformedusingthedesiccator
methoddescribedas follows:Theagar
overlayplatesshall beplaced
uncoveredin a9-literdesiccator.A
volumeof theliquid test substanceshall
beaddedto theglassPetri dish
suspendedbeneaththeporcelainshelf
of thedesiccator.Thehighestexposure
concentrationshouldnot resultin a
vaporconcentrationwhichexceedsthe
lowerexplosivelimit of commerical
hexane.A magneticstirring bar to serve
asa fan to assurerapidandeven
distributionof thevaporshall beplaced
on thebottomof theinsideof the
desiccator.Thedesiccatorshall be
placedon amagneticstirrerwithin a
37C roomor chamberfor 7 to 10hours.
Theplatesshall then beremoved,their
lids replaced,followedby incubationfor
anadditional40 hoursat 37°Cbefore
counting.An appropriateselective
mediumwith anadequateoverlayagar
shall beused.All plating shouldbe done
in at leasttriplicate.

(B)(1) A genemutationtestin
mammaliancellsshall be conducted
with commercialhexanein accordance
with § 798.5300of this chapterexceptfor
the provisionsin paragraphs(d)(3)(ii)
and(4) of § 798.5300if theresultsfrom
theSalmonellatyphimuriumtest
conductedpursuantto paragraph.
(c)(5)(i)(A) of this sectionarenegative.

(2) For thepurposesof this section,
thefollowing provisionsalsoapply:

(I) Cellgrowthandmaintenance.
Treatmentflasksshall be incubatedon a
ro~ckerpanelto insuremaximumcontact
betweenthecells andthetestagent.
Incubationshall beat 37°Cfor 18 hours
for experimentswithout metabolic
activationandfor 5hoursfor
experimentswith activation.Eachflask
shall beclosedwith acapwith arubber
septum.Headspacesamplesshall be
takenat thebeginningandtheendof
exposureperiodandanalyzedto
determinetheamountof testsubstance
in eachflask.Thevaporconcentration
shouldnot exceedthe lower explosive
limit of commercialhexane.

(ii) [Reserved]

(C) (1) A sex-linkedrecessivelethal
test in Drosophila inelanogastershall be
conductedwith commercialhexanein
accordancewith § 798.5275of this
chapterexceptfor theprovisionsin
paragraphs(d)(5) (ii) and(iii) of
§ 798.5275,unlessthe resultsof both the
Salmonellatyphimuriumtest conducted
pursuantto paragraph(c)(5)(i)(A) of this
sectionandthemammaliancells in the
culturegenemutationtest conducted
pursuantto paragraph(c)(5)(i)(B) of this
section.if required,arenegative.

(2) For thepurposesof this section,
thefollowing provisionsalso apply:

(1) Doselevels.For theinitial
assessmentof mutagenicity,ills
sufficientto testasingledoseof the test
substancefor screeningpurposes.This
doseshouldbe themaximumtolerated
dose,or thatwhichproducessome
indicationof toxicity or shallbe the
highestdoseattainableandshouldnot
exceedthelower-explosivelimit of
commercialhexane.Fordose-response
purposes,at leastthreeadditionaldose
levelsshouldbeused.

(ii) Routeof administration.Theroute
of administrationshall be by exposure
to commercialhexanevapors.

(D) [Reserved)
(ii’) Reporting requirements. (A) The

genemutationtestsshall becompleted
andfinal reportssubmittedto EPA as
follows:

(1) TheSalmonellatyphimurium
reversemutationassaywithin 8 month~’
of theeffective dateof thefinal rule.

(2)Thegenemutationin mammalian
cellsassaywithin 17 monthsof the
effectivedateof thefinal rule.

(3) Thesex-linkedrecessive-lethaltest
in Drosophilamelanogasterwithin 24
monthsof the effectivedateof the final
rule.

(3) (Reserved)
(B) Interim progressreportsfor each

test shall besubmittedto EPA.for the
genemutation in mammaliancells assay
andDrosophila sex-linkedrecessive
lethaltestat 6-monthintervals
beginning6monthsafterthe effective
dateof thefinal rule, until theapplicabl�
final reportis submittedto EPA.

(C) [Reserved]
(6) Mutagenic effects—chromosornal

aberrations—(i) Requiredtesting.(A)(1)
An in vitro cytogeneticstest shall be
conductedwith commercialhexanein
accordancewith § 798.5375of this
chapterexceptfor the provisionsin
paragraph(e)(3) of § 798.5375.

(2) For thepurposesof this section.
thefollowing provisionsalso apply:

(1) Treatmentwith testsubstance.The
testshall beperformedusingflasks
flushedwith commercialhexanevapors.
thenclosedwith a capwith arubber
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septum.Thehighestexposure
concentrationshouldnotresultin a
vaporconcentrationwhichexceedsthe
lowerexplosivelimit ofc~mertial

hexane.
(i;~)Reserved)
(B)(l) An in vivocytogenebcstest

shall beconductedwith commercial
hexanein accordancewith * 798.5385of
thischapterexceptfor theprovisionsin
paragraphs(d)(5) (ii). (iii) and(iv) of
§ 798.5385.if thein .~ testconducted
pursuantto paragraph(c)(6)(i)(A) of this
sectionis negative.

(2) Forthepurposesof this section.
thefollowing provisionsalsoapply:

(1) Dose levels.For an initial
assessment,onedoselevel of thetest
substancemaybe used,thedosebeing
themaximumtolerateddose(toa
maximumof 5.000mg/kg),or that
producingsomeindicationof
cytotoxicity (e.g..partialinhibition of
mitosis),or shall be thehighestdose
attainable(to amaximumof 5.000mgI
kg) andshouldnot exceedthelower
explosivelimit of commercialhexane.
Additionaldoselevelsmaybeused.For
determinationof dose-response.at least
threedoselevelsshouldbeused,

(ii) Routeofadministration.Animals
shall beexposedto commercialhexane
by inhalation.

(iii) Treatmentschedule.Theduration
of exposureshall befor 6hoursperday

for

5 consecutivedays.
(C) (1) A dominantlethalassayshall

beconductedwith commercialhexane
in accordancewith § 798.5450of this
chapterexceptfor the provisionsin
paragraphs(d)(5) (ii) and(iii) of
§ 798.5450.unlessboth thein vitro and
in vivavytogeneticstestsconducted
pursuantto paragraphs(c)(6)(i) (A) and
(B) of this sectionarenegative.

(2) For the purposesof this section,
thefollowing provisionsalso apply:

(i) Doselevels.Normally, threedose
levelsshall beused.Thehighestdose
shall producesignsof toxicity (e.g..
slightly reducedfertility andslightly
reducedbody weight).Thehighestdose
shouldnot exceedthelowerexplosive
limit of commercialhexane,However, in
an initial assessmentof dominant
lethality,a singlehigh dosemaybe -

sufficient.Nontoxicsubstancesshallbe
testedat5g/kg or. if this is not
practicable,thenat thehighestdose
attainable.

(ii’) Routeofadministration.Animals
shall beexposedto commercialhexane -

by inhalation.
(iii) Treatmentschedule.Theduration

of exposureshall befor 6 hoursperday
for 5 consecutivedays.

(D)(1) A heritabletranslocationtest
shall beconductedwith commercial
hexanein accordancewith § 798.5480of

this chapterexceptfor theprovisionsin
paragraphs(d)(5) (ii) and(iii) of
§ 798.5460.11theresultsof thedominant
lethalassayconductedpursuantto
paragraph(c)(81(i)(C)of this sectionare
positiveandif. afterapublic program
review,EPAissuesaFederalRegister
noticeorsendsa certifiedletter to the
testsponsorspecifyingthatthetesting
shall be initiated.

(2)For thepurposesof this section.
thefollowing provisionsalsoapply:

(I) Doselevels.At leasttwo dose
levelsshall beused.Thehighestdose
level shall resultin toxic effects(which
shall notproducean incidenceof
fatalitieswhichwould preventa
meaningfulevaluation)or shall bethe
highestdoseattainableor5gfkg body
weightandshouldnotexceedthelower
explosivelimit of commercialbexane.

(ii’) Routeofadministration.Animals
shall beexposedto commercialhexane
by inhalation.

(iii’) Reportingrequirements.(A) The
chromosomalaberrationtestsshall be
completedandthefinal reports
submittedto EPAasfollows:

(1) Thein vitro cytogeneticstest
within 9monthsof theeffectivedateof
thefInal rule.

(2) Thein vivocytogeneticstest
within 19 monthsof theeffectivedateof
thefinal rule.

(3) Thedominantlethal assaywithin
28 monthsof the effectivedateof the
final rule.

(4) Theheritabletranslocationtest
within 25monthsof thedateof EPA’s
notificationof thetestsponsorby
certified letteror FederalRegisternotice
that testingshall be initiated.

(B) Interim progressreportsfor each
testshall besubmittedto EPA for thein
vivacytogeneticsandthedominant
lethal assaysat 6-monthintervals
beginning6monthsaftertheeffective
dateof the final rule, until theapplicable
final reportis submittedto EPA.

(C) Interim progressreportsshallbe
submittedto EPAfor theheritable
translocationassayat6-monthintervals
beginning6 monthsafterthedateof
EPA’s notificationof thetestsponsor
thattestingshall be initiated,until the
final reportis submittedto EPA.

- (7)Neutrotoxicity—(i)Required
testing. (A)(1)A schedule-controlled
operantbehaviortestshall beconducted
with commercialhexanein accordance
with * 798.6500of this chapterexceptfor
theprovisionsin paragraphs(d)(5)(i). (6)
and(7) of § 796.6500.

(2) Forthepurposesof this section.
thefollowing provisionsalso apply:

(f) High doseleveLThehighestdose
shall produceclearbehavioraleffectsor
life-threateningtoxicity. In addition,the
highestdoseshouldnot exceedthe

lowerexplosivelimit of commercial
hexane.

(ii) Durationandfrequencyof
exposure. Animals shall bedosedonce
for 4 to 6hours.

(iii) Routeofadministration.Animals
shall beexposedto commercialhexane
by inhalation.

(B)(1) A functionalobservation
batteryshall beconductedwith
commercialhexanein accordancewith
§ 798.6050of thischapterexceptfor the
provisionsin paragraphs(d)(4)(i). (5).
and(6) of § 798.6050.

(2) For thepurposesof this section.
thefollowing provisionsalso apply:

(I) High do6elevel.Thehighestdose
shall produceclearbehavioraleffectsor
life-threateningtoxicity. In addition,the
highestdoseshouldnot exceedthe
lower explosivelimit of commercial
hexane.

(ii) Duration andfrequencyof
exposure.Animalsshall bedosedfor 6
hours/day.5 days/weekfor 90days.

(iii’) Routeofexposure.Animalsshall
beexposedto commercialhexaneby
inhalation.

(CXI) A motoractivity test shall be
conductedwith commercialhexanein
accordancewith § 798.8200of this
chapterexceptfor theprovisionsin
paragraphs(d)(4)(i). (5). and(6) of
§ 798.6200.

(2) For thepurposesof this section,
the following provisionsalso apply:

(I) High doselevel.Thehighestdose
shallproducecleareffectson motor
activity of life-threateningtoxicity. In
addition,thehighestdoseshouldnot
exceedthelower explosivelimit of
commercialhexane.

(ii’) Durationandfrequencyof
exposure.Animalsshall bedosedfor 6
hours/day.5 days/weekfor 90days.

(iii) Routeofexposure.Animalsshall
beexposedto commercialhexaneby
inhalation.

(D)(I) A neuropathologytest shall be
conductedwith commercialhexanein
accordancewith § 798.6400of this
chapterexceptfor the provisionsin
paragraphs(d)(4)(i), (5). and(6) of
§ 798.6400.

(2) For thepurposesof this section.
thefollowing provisionsalsoapply:

(1) High doselevel.Thehighestdose
shall produceclearbehavioreffectsor
life-threateningtoxicity. In addition,the
highestdoseshouldnot exceedthe
lower explosivelimit of commercial
hexane.

(ii’) Durationandfrequencyof
exposure.Animalsshall bedosedfor 6
hours/day,S days/weekfor 90days.

(iii) Routeofexposure.Animalsshall
beexposedto commercialhexaneby
inhalation.
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(ii) Reportingrequirements.(A) The
schedule-controlledoperantbehavior,
functionalobservationbattery,motor
activity, andneuropathologytestsshall
becompletedandthefinal reports
submittedto EPAwithin 15 monthsof
the effectivedateof thefinal rule.

(B) Interim progressreportsfor each
testshall besubmittedto EPA for the
schedule-controlledoperantbehavior,
functionalobservationbattery,motor
activity, andneuropathologytestsat 6-
month intervalsbeginning6 months
aftertheeffectivedateof theapplicable
final rule, until theapplicablefinal
reportis submittedto EPA.

(8) [Reserved]
(d) Effectivedote.Theeffectivedate

of thefinal rulefor commercialhexane
is March21, 1988.
(Informationcollectionrequirementshave
beenapprovedby theOfficeof Managment
andBudget undercontrolnumber2070-0033)

(FR Doc. 88—2439 Filed 2—4—88:8:45 am]
~WNO COOS ~

DEPARTMENT OFThE INTERIOR

Office of the Secretary

43 CERPart29

Trans-Alaska Pipeline Liability Fund

AGENCY: Departmentof theInterior,
Office of theSecretary.
ACTION: Final rule.

SUMMARY: This final ruleamendsthe
regulationsfor supervisionand
administrationof theTrans-Alaska
PipelineLiability Fund (Fund)provided
for by section204(c)of theTrans-Alaska
PipelineAuthorizationAct (Act). The
final ruleeliminatesinconsistencies
betweentheexistingregulationsandthe
Act, clarifiesconfusinglanguageand
deletesunnecessaryprovisions.
EFFECTIVE DATE: March 7, 1988.
FOR FURThER INFORMATION CONTACT
BruceBlanchard.Office of
EnvironmentalProjectReview.Room
4256,Departmentof theInterior,
Washington,DC20240,telephone(202)
343—3891.
SUPPLEMENTARYINFORMATiON: OnJune
29. 1987,theDepartmentof the Interior
publishedfor commentin theFederal
Registeraproposedrulethatwould
amendits regulationsfor supervision
andadministrationof theFund.This
proposedrule waspublishedin response
to a petitionfrom theFund.Thepetition
waspublishedaspartof theproposed
rule. Thepetitionandthepreambleto
theproposedrule describedthebases
for theproposedchangesto thecurrent

regulations,andtheDepartment’s
observationson thepetition,
respectively(52 FR24181).

TheDepartmentof theInterior
receivedthreesetsof commentsfrom
two sources.Onecommenterwasthe
EnvironmentalProtectionAgency.
whichtheDepartmentof the Interior
hadspecificallyrequestedto comment
(52 FR 24182).TheotherwastheFund,
whichon two separateoccasions
providedsubstantivecommentsand
commentsconcerningtypographical
errorscontainedin theproposedrule.

A summaryof thecommentsandthe
Department’sresponsesto the
commentsfollow.

1. Notification Requirements

EPA commentedthatthefirst
sentence.of proposed§ 29.8(a)failed to
makeclearwhetherthediscoveryof an
incidentmustbemadeby thepersonin
chargeof thevesselandwhetherthe
incidentmustinvolve thevessel.EPA
thensuggestedlanguageto clarify the
meaningof thesentence.As the
Departmentintendedthatthe
obligationsof thepersonin chargeof the
vesselwouldbeginassoonasheor she
becomesawareof anincidentinvolving
his orhervessel,this commenthas
merit. Accordingly, theDepartmenthas
revisedthefirst sentence.althoughthe
specificlanguagesuggestedby EPA has
not beenused.

EPAalsosuggested,concerningthe
samesentence,thattheregulation
specifythatthenotification of the
incidentbemadeto theNational
ResponseCenterratherthanthe“Coast
Guard.”EPA’sstatedconcernwasthat
without thechangeapersonin chargeof
avesselmight contacta CoastGuard
unit ratherthan theNationalResponse
Center.As theDepartment’sintentwas
thatthepersonin chargeof thevessel
shouldcontactthe NationalResponse
Center.theEPA’s suggestionis accepted
with clarification to assureit is
understoodthattheNationalResponse
Centeris operatedby theCoastGuard.

EPAalso suggestedthat in thelast
pentenceof proposed§ 29.8(a)the
citation to theFederalWaterPollution
ControlAct (FWPCA)be clarified, and
thata referencebemadeto EPA’s
recentlypromulgatedregulations
implementingthenotification
requirementsof theFWPCA.The
citation clarificationhasbeenmade.
TheDepartmentalsoagreesto make
referenceto theEPA’snotification
requirements:thechangeis consistent
with theDepartment’sintent thatthe
§ 29.8notificationrequirementsare in
additionto notification requirements
undertheFWCPA.

Finally. EPA suggestedthatin
proposed§ 29.8(b)theterm “Coast
Guard”bereplacedwith “National
ResponseCenter.”Thischangehasbet
made.To beconsistentwith the ot}.er
changesin § 29.8thereferenceto “Coa:
Guard” in * 29.8(c)(1) hasalsobeen
changedto “NationalResponseCenter.
A conformingchangehasalso been
madeto * 29,1(d).

2.Definitions

EPA commentsthattheuseof the
term“spill” in proposed§ 29.8(c)(1) anc
(d) couldcauseconfusionas the term
“spill” is not definedin proposed§ 29.1
EPA suggeststhattheterm“incident”,
whichis definedin proposed* 29.1, be
usedinsteadof “spill”. TheDepartment
agreesthatwithoutsomereferenceto
“spill” in § 29.1 someconfusioncould
arise.Accordingly, theDepartmentis
amending* 29.1(h)to indicate that
“incident” and“spill” canbeused
interchangeably.

EPA alsocommentedthatproposed
§ 29.1(h)(definitionof “incident”) woul
limit incidentsto instanceswherethere
is a“dischargeof TAPSoil”. The
Departmentrecognizesthatsection
204(c)(1)of theTrans-AlaskaPipeline
AuthorizationActappliesto “dischargE
of oil” from avesselcarryingTAPS oil,
anddid not intendto changethe
statutoryapplication.Accordingly. the
Departmenthasamended§ 29.1(h)to
indicatethatanincident“meansa
dischargeof oil from avesselwhichis
carryingTAPS oil loadedon that
vessel

TheFundquestionedin two respects
thebasisfor theDepartment’s
disagreementwith theFund’s rationale
for thedeletionof proposed§ 29.1(e)(7)
(numberedas* 29.1(d)(7)prior to the
promulgationof this final rule), found a
52 FR 24181—82.First, theFund question
theDepartment’sobservationthat the
currentregulationcouldbereadas
makinglossof taxrevenueanelement
of damageswithoutashowingof
proximatecause;theFundnotesthat
proximatecausemust beshownfor all
damagesundertheAct. TheFund is
correct;underthecurrentregulations
andasamended,anyclaimmaybepa~
only uponashowingthat theeconomic
lossarisesout of or resultsdirectly fron
anincident.See§ 29.1(e).

TheFundalsoassertsthe Departmen
statesincorrectlyin thepreambleto ths
proposedrulethatlossof taxrevenues
may constitutedamages.The
Departmentdisagreeswith this
comment.TheDepartment’sintent is
only that if aclaimantis ableto
demonstratethatanyeconomicloss
arisesout of or resultsdirectly from an


